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SALIVA COLLECTION INSTRUCTIONS

Please keep all unused salivettes (Sarstedt Cat # 51.1534) stored at room temperature. Do not store
unused salivettes in the freezer as these will be difficult to saturate.

Collection Instructions:

1. If participant has had any food or drink within the past 30 minutes before producing this saliva
sample, do not continue. Saliva must be collected at least 30 minutes after eating or drinking
anything, including heavy water

2. Open the top lid of the plastic salivette vial by popping the lid off sideways.

3. Remove the white cotton swab from inside the vial and place it in participant’s mouth.

4. Instruct participant to chew and suck on the cotton swab for 30-60 seconds, until the swab is
saturated with saliva.

5. Place the wet swab back inside the salivette vial (a) and replace the cap, making sure it's
securely on (b).

6. Do not allow the participant to spit into the plastic salivette vial at any time.
7. Record the collection date and time and participant ID on the salivette vial label.
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Saliva Collection Journal

Please fill in the date & time of each saliva

Please note any deviation from
instructions, such as missed

collection. collections, in the provided
space below.

NO EATING OR DRINKING 30 MINS BEFORE
Day 3

Date of collection: / /

Time of collection ____:  am/pm (circle)

NO EATING OR DRINKING 30 MINS BEFORE
Day 7

Date of collection: / /

Time of collection ___: _ am/pm (circle)

NO EATING OR DRINKING 30 MINS BEFORE
Day 11

Date of collection: / /

Time of collection ___:  am/pm (circle)

NO EATING OR DRINKING 30 MINS BEFORE
Day 15

Date of collection: / /

Time of collection ___ : _ am/pm (circle)
Day 19 NO EATING OR DRINKING 30 MINS BEFORE

Date of collection: / /

Time of collection ___:  am/pm (circle)
Day 23 NO EATING OR DRINKING 30 MINS BEFORE

Date of collection: / /

Time of collection ___: _ am/pm (circle)
Day 27 NO EATING OR DRINKING 30 MINS BEFORE

Date of collection: / /

Time of collection : am/pm (circle)
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Please fill in the date & time of each saliva
collection.

Please note any deviation from
instructions, such as missed
collections, in the provided
space below.

NO EATING OR DRINKING 30 MINS BEFORE

Day 31

Date of collection: / /

Time of collection ___ : _ am/pm (circle)

NO EATING OR DRINKING 30 MINS BEFORE
Day 35

Date of collection: / /

Time of collection ___ : _ am/pm (circle)

NO EATING OR DRINKING 30 MINS BEFORE
Day 39

Date of collection: / /

Time of collection ____: _ am/pm (circle)
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Heavy Water Intake Journal

Each bottle contains 50ml of heavy water.

Drink a total of 3 bottles of heavy water per day. Each bottle should be consumed at
least 3 hours apart. The first bottle each day will be consumed before your breakfast
meal at Pennington Biomedical Research Center. You will be given 2 additional bottles
each day to consume with your lunch and dinner meals.

Keep and return all bottles (both used and unused) to study coordinator at each study
visit. Please contact Wayne White at (225) 763-2690 if you have any
questions/concerns.

Please fill in
date for each
day

Please fill in time of each heavy water dose
consumption and check if entire bottle is
consumed.

Please note any deviation from
instructions, such as missed
heavy water doses in the
provided space below.

Day 0

Date:
/ /7

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 0)
Time of consumption
All consumed? Yes

Water Bottle 2 (Day 0)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 0)
Time of consumption
All consumed? Yes o

____:____am/pm (circle)

No o

____:____am/pm (circle)

No o

____:____am/pm (circle)

No o

Day 1

Date:
/ /

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 1)
Time of consumption
All consumed? Yes o

Water Bottle 2 (Day 1)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 1)
Time of consumption
All consumed? Yes o

____:____am/pm (circle)

No o

____t____am/pm (circle)

No o

____:____am/pm (circle)

No o
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Day Dose Comments
Day 2 Water Bottle 1 (Day 2)
y Time of consumption ____: _ am/pm (circle)
) All consumed? Yesao Nono
Date:
o Water Bottle 2 (Day 2)
Time of consumption ___: _ am/pm (circle)
Allconsumed? Yeso Noo
Take each
bottle at

least 3 hours
apart

Water Bottle 3 (Day 2)
Time of consumption
All consumed? Yes o

____:____am/pm (circle)

No o

Day 3

Date:
/ /7

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 3)
Time of consumption
All consumed? Yes o

Water Bottle 2 (Day 3)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 3)
Time of consumption
All consumed? Yes o

____:____am/pm (circle)

No o

____:____am/pm (circle)

No o

___:____am/pm (circle)

No o

Day 4

Date:
/ /

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 4)
Time of consumption
All consumed? Yes o

Water Bottle 2 (Day 4)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 4)
Time of consumption
All consumed? Yes o

____i___am/pm (circle)

No o

____:____am/pm (circle)

No o

____:____am/pm (circle)

No o
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Day Dose Comments
Day 5 Water Bottle 1 (Day 5)
Time of consumption ___: _ am/pm (circle)
Date: All consumed? Yeso Noo
//
Water Bottle 2 (Day 5)
Time of consumption ___ :  am/pm (circle)
Take each All consumed? Yeso Nono
bottle at

least 3 hours
apart

Water Bottle 3 (Day 5)
Time of consumption
All consumed? Yes o

____:___am/pm (circle)

No o

Day 6

Date:
/ /

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 6)
Time of consumption
All consumed? Yes o

Water Bottle 2 (Day 6)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 6)
Time of consumption
All consumed? Yes o

___:____am/pm (circle)

No o

____:____am/pm (circle)

No o

___:____am/pm (circle)

No o

Day 7

Date:
/ /

Take each
bottle at
least 3 hours
apart

Water Bottle 1 (Day 7)
Time of consumption
All consumed? Yes o

Water Bottle 2 (Day 7)
Time of consumption
All consumed? Yes o

Water Bottle 3 (Day 7)
Time of consumption
All consumed? Yes o

____:____am/pm (circle)

No o

____:___am/pm (circle)

No o

___:___ am/pm (circle)

No o
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Heavy Water Intake Journal

Each bottle contains 50ml of heavy water.

Drink a total of 2 bottles of heavy water per day. Each bottle should be consumed at least 3
hours apart.

The first bottle each day will be consumed before your breakfast meal at Pennington Biomedical

Research Center. You will be given an additional bottle each day to consume with your dinner

meal.

Keep and return all bottles (both used and unused) to study coordinator at each study visit.
Please contact Wayne White at (225) 763-2690 if you have any questions/concerns.

Please fill in Please fill in time of each heavy water dose | Please note any deviation from
date for each consumption and check if entire bottle instructions, such as missed
day consumed. heavy water doses, in the
provided space below.
Day 8 Water Bottle 1 (Day 8)
Time of consumption ____: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 8)
bottle at least | Time of consumption ___: _ am/pm (circle)
3 hours apart | All consumed? Yeso Nono
Day 9 Water Bottle 1 (Day 9)
Time of consumption ___: am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 9)
bottle at least | Time of consumption ____: _ am/pm (circle)
3 hours apart | Allconsumed? Yeso Nono
Day 10 Water Bottle 1 (Day 10)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each
bottle at least | Water Bottle 2 (Day 10)
3 hours apart | Time of consumption ___: _ am/pm (circle)
Allconsumed? Yeso Noo
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Day Dose Comments
Day 11 Water Bottle 1 (Day 11)
Time of consumption ___:_ am/pm (circle)
Date: / [/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 11)
bottle at least | Time of consumption ____:  am/pm (circle)
3 hours apart | All consumed? Yeso Noo
Day 12 Water Bottle 1 (Day 12)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 12)
bottle at least | Time of consumption ___: _ am/pm (circle)
3 hours apart | Allconsumed? Yeso Noo
Water Bottle 1 (Day 13)
Day 13 Time of consumption ___:_ am/pm (circle)
Allconsumed? Yeso Noo
Date: / /
Water Bottle 2 (Day 13)
Take each Time of consumption ____: _ am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 14)
Day 14 Time of consumption ___:  am/pm (circle)
All consumed? Yeso Noao
Date: / /
Water Bottle 2 (Day 14)
Take each Time of consumption ____: _ am/pm (circle)
bottle at least | Allconsumed? Yeso Noo
3 hours apart
Day 15 Water Bottle 1 (Day 15)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 15)
bottle at least | Time of consumption ___: _ am/pm (circle)

3 hours apart

All consumed? Yes o No o
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Subject -
OPS: Day 8 — Day 42
Day Dose Comments
Day 16 Water Bottle 1 (Day 16)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 16)
bottle at least | Time of consumption ____: _ am/pm (circle)
3 hours apart | Allconsumed? Yesa Nono
Water Bottle 1 (Day 17)
Day 17 Time of consumption ____: _ am/pm (circle)
All consumed? Yesao Noo
Date: / |/
Water Bottle 2 (Day 17)
Take each Time of consumption ___:_ am/pm (circle)
bottle at least | Allconsumed? Yeso Nono
3 hours apart
Day 18 Water Bottle 1 (Day 18)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Nono
Take each Water Bottle 2 (Day 18)
bottle at least | Time of consumption ___:  am/pm (circle)
3 hours apart | Allconsumed? Yeso Noo
Water Bottle 1 (Day 19)
Day 19 Time of consumption ____: _ am/pm (circle)
All consumed? Yeso Nono
Date: / |/
Water Bottle 2 (Day 19)
Take each Time of consumption ___:  am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 20)
Day 20 Time of consumption ____: _ am/pm (circle)
All consumed? Yeso Noao
Date: / |/
Water Bottle 2 (Day 20)
Take each Time of consumption ____:  am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
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Subject _ -
OPS: Day 8 — Day 42
Day Dose Comments
Water Bottle 1 (Day 21)
Day 21 Time of consumption ___:  am/pm (circle)
All consumed? Yeso Noo
Date: / [/
Water Bottle 2 (Day 21)
Take each Time of consumption ____: _ am/pm (circle)
bottle at least | Allconsumed? Yeso Noo
3 hours apart
Day 22 Water Bottle 1 (Day 22)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 22)
bottle at least | Time of consumption ___:  am/pm (circle)
3 hours apart | All consumed? Yeso Noo
Day 23 Water Bottle 1 (Day 23)
Time of consumption ___: _ am/pm (circle)
Date: / |/ Allconsumed? Yeso Noo
Take each Water Bottle 2 (Day 23)
bottle at least | Time of consumption ___:_am/pm (circle)
3 hours apart | Allconsumed? Yeso Noo
Water Bottle 1 (Day 24)
Day 24 Time of consumption ___: _ am/pm (circle)
Allconsumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 24)
Take each Time of consumption ___: _ am/pm (circle)
bottle at Jeast | Allconsumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 25)
Day 25 Time of consumption ___ :  am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 25)
Take each Time of consumption ___ . am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
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Subject _ -
OPS: Day 8 — Day 42
Day Dose Comments
Water Bottle 1 (Day 26)
Day 26 Time of consumption ___:  am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 26)
Take each Time of consumption ___ : _ am/pm (circle)
bottle at Jeast | All consumed? Yeso Nono
3 hours apart
Day 27 Water Bottle 1 (Day 27)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yesao Noo
Take each Water Bottle 2 (Day 27)
bottle at least | Time of consumption ____: _ am/pm (circle)
3 hours apart | All consumed? Yeso Noao
Water Bottle 1 (Day 28)
Day 28 Time of consumption ____:_ am/pm (circle)
All consumed? Yeso Nono
Date: / |/
Water Bottle 2 (Day 28)
Take each Time of consumption ___ :  am/pm (circle)
bottle at least | All consumed? Yeso Nono
3 hours apart
Water Bottle 1 (Day 29)
Time of consumption ____:_ am/pm (circle)
Day 29 All consumed? Yeso Noo
Date: [/ |/ Water Bottle 2 (Day 29)
Time of consumption ___ :  am/pm (circle)
Take each All consumed? Yeso Nono
bottle at least
3 hours apart
Water Bottle 1 (Day 30)
Day 30 Time of consumption ___:  am/pm (circle)
All consumed? Yeso Nono
Date: / |/
Water Bottle 2 (Day 30)
Take each Time of consumption ___:  am/pm (circle)
bottle at least | Allconsumed? Yeso Noao
3 hours apart
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Subject __ -
OPS: Day 8 — Day 42
Day Dose Comments
Day 31 Water Bottle 1 (Day 31)
Time of consumption ____: _ am/pm (circle)
Date: [/ / All consumed? Yeso Noro
Take each Water Bottle 2 (Day 31)
bottle at least | Time of consumption ___:_ am/pm (circle)
3 hours apart | All consumed? Yeso Noo
Water Bottle 1 (Day 32)
Day 32 Time of consumption ___:  am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 32)
Take each Time of consumption ___:_ am/pm (circle)
bottle at least | Allconsumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 33)
Day 33 Time of consumption ___: _ am/pm (circle)
All consumed? Yeso Noao
Date: / |/
Water Bottle 2 (Day 33)
Take each Time of consumption ___: _ am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 34)
Day 34 Time of consumption __ : _ am/pm (circle)
Allconsumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 34)
Take each Time of consumption ___: _ am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
Day 35 Water Bottle 1 (Day 35)
Time of consumption ___: _ am/pm (circle)
Date: [/ |/ All consumed? Yeso Noao
Take each Water Bottle 2 (Day 35)
bottle at least | Time of consumption ____: _ am/pm (circle)
3 hours apart | All consumed? Yeso Nono
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Subject _ -
OPS: Day 8 — Day 42
Day Dose Comments
Water Bottle 1 (Day 36)
Day 36 Time of consumption ___:_ am/pm (circle)
Allconsumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 36)
Take each Time of consumption ___: _ am/pm (circle)
bottle at least | All consumed? Yeso Nono
3 hours apart
Water Bottle 1 (Day 37)
Time of consumption ___: _ am/pm (circle)
Day 37 Allconsumed? Yeso Noo
Date: / |/ Water Bottle 2 (Day 37)
Time of consumption ___: _ am/pm (circle)
Take each All consumed? Yeso Noo
bottle at least
3 hours apart
Water Bottle 1 (Day 38)
Day 38 Time of consumption ____: _ am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 38)
Take each Time of consumption ___: _ am/pm (circle)
bottle at least | Allconsumed? Yeso Noo
3 hours apart
Day 39 Water Bottle 1 (Day 39)
Time of consumption ___: _ am/pm (circle)
Date: / |/ All consumed? Yeso Noao
Take each Water Bottle 2 (Day 39)
bottle at least | Time of consumption ___: _ am/pm (circle)
3 hours apart | All consumed? Yeso Nono
Day 40 Water Bottle 1 (Day 40)
Time of consumption ___:_ am/pm (circle)
Date: / |/ All consumed? Yeso Noo
Take each Water Bottle 2 (Day 40)
bottle at least | Time of consumption ____: _ am/pm (circle)
3 hours apart | All consumed? Yeso Noo
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Subject _ -
OPS: Day 8 — Day 42
Day Dose Comments
Water Bottle 1 (Day 41)
Day 41 Time of consumption ___:_ am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 41)
Take each Time of consumption ___ : _ am/pm (circle)
bottle at least | All consumed? Yeso Noo
3 hours apart
Water Bottle 1 (Day 42)
Day 42 Time of consumption ___: _ am/pm (circle)
All consumed? Yeso Noo
Date: / |/
Water Bottle 2 (Day 42)
Take each Time of consumption ___ : _ am/pm (circle)
bottle at least | Allconsumed? Yeso Noo
3 hours apart
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Place Barcode Label

Biodex Performance Data Form —

DAY(Circle): 0 1 2 3 4 5

File Name:

Isometric Force Test:
(2 sets practice at ~50% and ~75% of maximal effort; 3 Set at maximal effort at 75°)

Reps Peak Torque Time to Peak Torque 10% Peak Torque Time 40% Peak Torque Time

1 Nm msec msec msec
2 Nm msec msec msec
3 Nm msec msec msec

Isokinetic Strength Test:
(1 set of 6 reps practice at ~50-75% of maximal effort; 1 sets of 6 maximal reps/test; 60°/sec)

Set Reps Peak Torque Angle at Peak Torque Average Torque
1 6 Nm ° Nm

Isokinetic Endurance Test:
(1 set of 5 reps practice at ~50-75% of maximal effort; 1 set of 20 maximal reps/test; 180°/sec)

Set Reps Peak Torque  Angle at Peak Torque Average Torque Total Work
1 20 Nm ° Nm W

Fatigue Index

Highest Extension Lowest Extension

1 1

2 2
3 3
4 4
5 5

Data Entry (Initials/Date): Quality Control (Initials/Date):

0O0-3 Diet Study Muscle Performance Data Sheet 6 April 2012
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THE AGGRESSION QUESTIONNAIRE

Rate each of the following items in terms of how characteristic they are of you. Use the
following scale:

1 2 3 4 5
Extremely Extremely
uncharacteristic characteristic

of me of me

Aggression Factor I

[—

. Once in a while, [ can’t control the urge to strike another person.
. Given enough provocation, I may hit another person.

. If someone hits me, I hot back.

. I get into fights a little more than the average person.

. If T have to resort to violence to protect my rights, I will.

. There are people who pushed me so far that we came to blows.

. I can think of no good reason for ever hitting a person.*

. I have threatened people I know.

O 00 ~) &N W A WL N

. I have become so mad that I have broken things.

Total (*Reverse rating 1 =5,2=4,3=3.4=2,5=1)

Aggression Factor 11

1. I tell my friends openly when I disagree with them.

2. I often find myself disagreeing with people.

3. When people annoy me, I may tell them what I think of them.

4.1 can’t help getting into arguments when people disagree with me.

5. My friends say that I’m somewhat argumentative.

Total
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Rate each of the following items in terms of how characteristic they are of you. Use the
following scale:

1 2 3 4 5
Extremely Extremely
uncharacteristic characteristic
of me of me
Aggression Factor I11

1.1 1flare up quickly but get over it quickly.
2. When frustrated, I let my irritation show.
3. I sometimes feel like a powder keg ready to explode.
4.1 am an even-tempered person.*
5. Some of my friends think I’m a hothead.
6. Sometimes I fly off the handle for no good reason.

7. I have trouble controlling my temper.

Total (*Reverse rating 1 =5,2=4,3=3.4=2,5=1)

Aggression Factor IV

1. I am sometimes eaten up with jealousy.
. Attimes I feel I have gotten a raw deal out of life.
. Other people always seem to get the breaks.

. I wonder why sometimes I feel so bitter about things.

. I am suspicious of overly friendly strangers.

2

3

4

5. I know that “friends” talk about me behind my back.

6

7. 1 sometimes feel that people are laughing at me behind my back.
8

. When people are especially nice, I wonder what they want.

Total

Buss, A. H. & Perry, M. P. (1992). The Aggression Questionnaire. Journal of Personality and
Social Psychology, 63, 452-459.




Gender:

Male
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TALLY SHEET

Female

TOTAL SCORE FOR EACH FACTOR

II I v TOTAL SCORE
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Buss, A. H. & Perry, M. P. (1992). The Aggression Questionnaire. Journal of Personality and
Social Psychology, 63, 452-459.

ABSTRACT

A new questionnaire on aggression was constructed. Replicated factor analyses yielded 4 scales:
{Physical Aggression, Verbal Aggression, Anger and Hostility. Correlational analysis revealed
that anger is the bridge between both physical and verbal aggression and hostility. The scales
showed internal consistency and stability over time.

Men scored slightly higher on Verbal Aggression and Hostility and much higher on Physical
Aggression. There was no sex difference for Anger (Table).

The various scales correlated differently with various personality traits. Scale scores correlated

with peer nominations of the various kinds of aggression. These findings suggest the need to
assess not only overall aggression but also its individual components.

TABLE

MEANS FOR THE AGGRESSION QUESTIONNAIRE

Males Males Females Females
(n=612) (n=641)
Physical
Aggression (I) 243 17.9
Verbal
Aggression (II) 15.2 13.5
Anger (1II) 17.0 16.7
Hostility (IV) 21.3 20.2
TOTAL 77.8 68.2
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Physiological and psychological effects of testosterone during severe energy deficit and recovery: a
randomized, placebo controlled trial. PI: Jennifer Rood, PhD

Instructions: Each question is accompanied by a straight line. This line may be thought
of as a continuum, with possible responses ranging from "not at all" at the left end
through "extremely" at the right end. Please place a small vertical mark crossing this line
wherever you think is appropriate based on how you feel at this moment. You may place
your mark anywhere along this line. If you are indifferent or want your response to be
"neither", then you can place your mark right in the middle.

How hungry are you right now?

Not at all Extremely
hungry hungry

How full are you right now?

Not at all Extremely
full full

How much do you think you could eat right now?

Nothing A very large
at all amount

How strong is your desire to eat?

Very Very
weak strong
VOLUNTEER ID:
DATE:
STUDY DAY:

TIME POINT:
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Fecal Collection Instructions

Each collection kit is packaged in a drawstring bag and includes a plastic collection container for the toilet
bowl, a 30ml graduated stool sample transport tube, a wooden tongue depressor to transfer stool into the tube,
and a biohazard zip-close bag with an absorbent sheet for specimen transport. Since the sample must be
processed within 12 hours of collection, you are encouraged to collect stool during a study visit at
Pennington.

To collect the stool specimen:

Chg R g SO s ==

Remove the contents of the collection kit from the drawstring bag.
Lift the toilet seat.

Place the plastic collection container over the toilet bowl.

Lower the toilet seat.

Collect the stool in the plastic collection container.
> Do not to contaminate the stool with urine, toilet water, or toilet paper.
> Do not pass the specimen directly into the transport tube.

Use the wooden tongue depressor provided to transfer approximately 5ml of stool to the 30ml
graduated stool sample tube provided.

Secure the screw cap on the 30ml graduated stool sample tube taking care not to cross thread
the cap.

Document the collection date and collection time on the label directly on the 30ml graduated
stool sample tube.

Seal the stool sample tube in the zip-close specimen transport bag containing a small
absorbent sheet.

10.Excess stool in the plastic collection container should be discarded in the toilet.

11.Place the used collection container and the wooden tongue depressor in the drawstring bag, tie

shut, and dispose in the trash.

12.Wash your hands thoroughly after collecting the specimen.

If you are unable to provide a stool sample while you are at PBRC, you will be instructed to collect a
sample at home within 72 hours of the study visit. In order to maintain the quality of the stool sample,
it must remain chilled from the time of collection until it is received at Pennington Biomedical,
and it must be delivered to PBRC within 12 hours of collection. If the time between collection and
processing exceeds 12 hours, the sample cannot be used for analysis, and you will be asked to
collect another sample.

Notify your study coordinator, Wayne White at (225) 763-2690 if you have any questions or concerns.

49.16
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Appendix L: Detailed Description of the Clinical Research Facilities at Pennington
Biomedical Research Center

The Pennington Biomedical Research Center (PBRC) is a model for clinical and
translational research, since it houses basic, clinical and population research programs
in one facility. The description here shall focus on the Clinical Research Unit.

The outpatient-based clinical research of PBRC is located in Clinical Research Building
No. 1. Clinical Research Building No. 1 is a four-story, 90,000 GSF building that
connects on the 2nd floor to Clinical Research Building No. 2. The facilities at PBRC are
dedicated solely to the clinical research trials for the PBRC. The unit is designed for
easy access and convenience of research volunteers. The PBRC's central location in
Baton Rouge, covered drive-up entry and spacious free parking are assets encouraging
research subject participation. Accommodations for on-site dining and convenient take-
out food service and a food delivery service facilitate feeding studies. The activity of the
Clinic over the years 1992-2014 is summarized below in Table A.

The ground floor of Clinical Research Building No. 1 includes 18 general examination
rooms, 2 EKG procedure rooms, one room equipped for determination of height, weight
and anthropometrics, 3 private interview rooms and a secured pharmacy storage room.
Also on the ground floor is the phlebotomy area. This area includes 6 phlebotomy chairs
with 4 connecting specimen collection facilities. The medical records library houses 3
offices and a secured storage space for medical records. The clinical unit also contains
administrative office space, reception and waiting areas, 6 recruiting offices and 3
offices for physician personnel.

An Imaging Core Laboratory with DXA instrumentation, an ECHO MRI and Ultrasound
testing rooms is also located on the ground floor. In the Imaging Laboratory there is also
office space for 2 technicians. In addition, an exercise lab for conducting ECG
monitored maximal exercise testing (i.e. VO2 Max) is found on the ground floor. The
exercise lab has men’s and women's locker rooms and facilities.

The second floor of Clinical Research Building No. 1 has a psychology behavioral area
that accommodates 5 eating monitors and offices for the personnel. Since the second
floor connects directly to first and second floors of Clinical Research Building No. 2 at
the Research Kitchen area, all participants eating and undergoing monitored eating are
conducted adjacent to the Research Kitchen. There is a participant dining area located
on the 2nd floor which accommodates approximately 30 people.

The Clinical Research Building No. 1 also contains the following:
o One floor for additional support personnel for expanded clinical activities
¢ Housing for the home office of the Louisiana Clinical and Translational Science
Center (LACATS)
¢ Housing for up to forty (40) Study Coordinators
o Office space for five (5) physicians and fifteen (15) faculty members and their
support staff
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The second floor of Clinical Research Building No. 2 contains the following:
¢ Research Kitchen (described in more detail below)
¢ Fourindirect room-size calorimeters for the Metabolic Chamber Core (described
in more detail below)
Indirect calorimetry suite (seven stations total)
Inpatient dining area
Ten inpatient rooms (each with two beds/room)
Nurses’ station
Satellite pharmacy
Specimen processing room
Sunroom for participant utilization
Three rooms for Euglycemic and hyperglycemic clamp procedures
IV Procedure room (seven chairs) for FSIGTT, oral glucose tolerance testing and
meal tests
e Biopsy room for skeletal muscle and adipose biopsy

A recent renovation of Clinical Research Building No. 2 included conversion of the
facilities on the first floor to a pediatric research clinic and updating the inpatient
facilities on the second floor, including a procedure suite, metabolic cart suite, three
additional inpatient rooms (two beds each) and two additional metabolic chambers. The
renovation for the outpatient pediatric research unit included exam and treatment areas,
procedure rooms, a metabolic cart room, meeting room and demo kitchen, indoor play
and observation area, outdoor play area, exercise room, medical records storage for
pediatric charts only, lab and phlebotomy area, administrative and other office support.
The total renovation included 14,150 square feet of pediatric research area.

Additional expansion of the PBRC facilities included the construction of a new 30,000
SF Imaging Center that connects to the Clinical Research Building No. 1. This new
Imaging Center was completed in April 2012 and accommodates Magnetic Resonance
Imaging, x-ray and other imaging equipment as well as faculty offices and support
space.

The following units act as Clinical Research Core Services at Pennington Biomedical
Research Center:

Clinical Trials Unit

Recruiting Core

Biostatistics and Data Management Core
Clinical Chemistry Core

Mass Spectrometry Laboratory

Dietary Assessment Core

Ingestive Behavior Laboratory
Psychological Assessment Laboratory

. Metabolic Assessment Core

10. Research Kitchen Core

11.Imaging Core

©CONOOAWN=
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12.Exercise Testing Core

Clinical Trials Unit

The Clinical Trials Unit is directed by Robert Leonhard, MBA. The unit's Chief Medical
Officer is Frank Greenway, M.D. and the Medical Director is Kishore Gadde, M.D. The
unit is staffed with an additional medical doctor, physician’s assistant, nurse practitioner,
registered nurses, licensed practical nurses, registered dietitians and study
coordinators. The unit is responsible for the oversight and coordination of all clinical
trials performed at the center for both adult and pediatric studies.

The outpatient clinic of the Clinical Trials Unit is open Monday through Friday from 7:00
am until 4:30 pm. The Outpatient Unit provides the following services but is not limited
to: screening of potential study participants, completion of protocol specific clinic visits,
regulatory oversight for all studies, study specific coordinators and back-up
coordinators, dispensing of study medications, completion of case report forms and
quality assurance of source documentation. The unit is comprised of the general
examination rooms, interview rooms, phlebotomy area and pharmacy previously
mentioned.

The inpatient clinic of the Clinical Trials Unit is open seven days a week including
holidays, with the exception of the Christmas break. The inpatient clinic provides the
following services but is not limited to: euglycemic clamps, oral glucose tolerance tests,
lumbar punctures, frequently sampled insulin glucose testing, meal tolerance testing,
feeding studies, pharmacokinetic testing (including phase |-IV medication trials), muscle
and fat biopsies, and overnight stays. The unit is able to perform extended inpatient
testing as necessary. All licensed medical personnel are ACLS and BLS certified.
Renovation of the unit was completed in 2013. The unit has ten inpatient rooms (twenty
subject capacity), three euglycemic clamp rooms, a large procedure room, biopsy room,
satellite pharmacy, blood specimen processing room, and functional nurses’ station
equipped with a telemetry system. The procedure statistics by year are listed above.

Recruiting Core

Recruitment services for clinical trials and other human research studies conducted at
PBRC are coordinated by the Recruitment Core and directed by Brandi Bourgeois. The
Recruitment Core manages all marketing activities for human research studies at
PBRC, such as the design and placement of advertisement, and screens all incoming
calls to determine study eligibility. Incoming calls are directed to a call center that is
operated by 3 full time recruiters and is equipped with a Uniform Call Distributor (UCD)
system. A UCD system expands the capability of a traditional phone system and allows
multiple individuals to call simultaneously and be directed to the next available recruiter.
The core utilizes an electronic message tracking application that tracks the outgoing
phone call activity and a “smart” electronic phone screen system that screens potential
participants upon initial phone contact and seamlessly matches them to alternative
studies when deemed ineligible for the original study that the participant called. In 2012
the core launched a new web-screener for participants to be able to go on-line, choose
a study that are interested in and complete a preliminary screening. The system is able
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to tell the participant upon completion whether they are eligible to that point in the
screening process and if they are ineligible the screener will alert them to other studies
that they be eligible for and at that point could continue to screen for those studies. If
the participant is eligible they are then contacted by a live recruiter to complete the
screening process and schedule their first screening appointment. In 2014 an average
of 829 web screens were completed each month with just under 10,000 total web-
screeners for the year.

All marketing activities are coordinated by the Marketing and Outreach Coordinator,
Denise Bourgeois Traditional advertisement mediums that are utilized include
newspaper, television, and direct mailing, while more novel methods have been
employed including online advertisement and mass email campaigns. A listserv was
developed to manage email campaigns targeting the 20,000+ subscribers who have
opted to be notified of new studies via email. In addition to online marketing, the core
utilizes social media outlets such as Facebook, Twitter, Instagram, YouTube etc. to
engage community members in participation in the research studies. The core also has
access to demographic information for approximately 35,000 subjects who can be
targeted for future studies.

Biostatistics and Data Management and Analysis Capabilities

The Pennington Center Biostatistics and Data Management Core is headed by William
Johnson, Ph.D. This core resides in the Population Science research program at
PBRC, which is headed by Peter Katzmarzyk, Ph.D. In addition to Johnson and
Katzmarzyk, there are two Ph.D. and five master level biostatisticians. Together, this
team serves the research design and analysis needs for 85 faculty members at PBRC.
The Core is housed in the Clinical Research Building and there are spacious offices for
faculty and adjacent cubicles for support personnel. The Core is equipped with Pentium
computers and the E-mail and data transfer needs are supported by the PBRC
Technology Services Group. The standard software used for statistical analysis is the
most recent version of SAS, presently Version 9.4. Other software, such as
spreadsheets and word processing packages, are used routinely. All computers used
by statisticians are connected with the HP 990Cse color printer.

The Biostatistics and Data Management Core seeks collaborations that lead to a
smooth transition from hypothesis formulation to efficient research study design and
execution through quality-controlled data management, statistical analysis and
summary presentations. Our overarching goal is to create electronic databases that
accurately describe research outcomes and provide state-of-the-art statistical
techniques for the objective interpretation of research findings that are captured in the
observed data.

The data management team serves as a comprehensive clinical data coordinating
facility. Their primary responsibility is the continuing development of a proprietary web-
based portal to the clinical research database. The team interfaces with researchers to
ensure the efficient and accurate transfer of data from observation to electronic files for
storage and analysis; monitors the data processing throughout each study’s duration;
and provides investigators with study specific data sets via web-based desktop data
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access. The team has developed custom applications for expedited creation of study
specific data sets that may contain both PBRC data and Non-PBRC data. This
development and data storage paradigm allows the team to work with both intramural
and extramural researchers.

Guidelines for Good Clinical Practices as they relate to data handling have been
documented and implemented in daily tasks. The group maintains current HIPAA
Security Rule training and works closely with the Director of Intellectual Property, Legal
and Regulatory Affairs. Programmers are provided with the latest software and
hardware which allow them to perform their work efficiently.

Clinical Research Laboratory

The Clinical Research Laboratory is directed by Jennifer Rood, Ph.D., DABCC, FACB.
The laboratory is accredited by the Centers for Medicare and Medicaid Services
(CMS/CLIA) and the College of American Pathologists (CAP). The laboratory also
participates in the lipid standardization program offered by the Centers for Disease
Control. Good Clinical Practices guidelines are being followed in the laboratory. The
Clinical Research Laboratory at Pennington Biomedical Research Center performs
analyses for PBRC clinical trials, for basic researchers at the Center, for the US Army
Institute of Environmental Medicine (USARIEM), and for other contracting clients. The
Clinical Research Laboratory is staffed by licensed medical technologists, licensed
phlebotomists, and research project assistants. The laboratory is subdivided into the
following departments: phlebotomy, accessioning, chemistry, hematology, urinalysis,
special chemistry and point-of-care testing.

The laboratory is well-equipped for performing routine and specialized tests on clinical
subjects. The laboratory offers more than 350 different assays, and is also involved in
developing new methodologies.

The following instrumentation and assays are examples:

e Agilent Technologies HPLC 1100 : 3-methylhistidine, alanine, alpha carotene,
alpha tocopherol, asymmetric dimethylarginine, arginine, asparagine, beta
carotene, bromide, cryptoxanthin, glutamic acid, glutamine, glutathione, glycine,
histidine, isoleucine, leucine, lutein, lycopene, lysine, methionine, phenylalanine,
retinol, serine, threonine, tryptophan, tyrosine, valine, zeaxanthin.

Alco Scan: breath alcohol (point of care testing)

Antek 9000: nitrogen (urine, fecal, sweat, and saliva)

Siemens Clinitek 50: urine microalbumin

Siemens Clinitek 500: urine blood, pH, glucose, ketones, leukocyte esterase,

nitrite, protein, specific gravity, urobilinogen, bilirubin

e Beckman Coulter Immage 800: apolipoprotein A1, apolipoprotein B, Lp(a),
prealbumin, transferrin

e Beckman Coulter Unicel DxH 800: red blood cell count, hemoglobin,
hematocrit, MCV, MCH, MCHC, RDW, platelet count, mean platelet volume,
white blood cell count, basophils, eosinophils, lymphocytes, monocytes,
neutrophils, reticulocytes, absolute granulocytes
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Beckman Coulter DXC600: albumin, alkaline phosphatase, ALT, amylase,
AST, blood urea nitrogen, calcium, carbon dioxide, chloride, cholesterol, creatine
kinase, creatinine, direct bilirubin, glucose, GGT, HDL cholesterol, hemoglobin
A1C, iron, lactate dehydrogenase, LDL cholesterol, magnesium, osmolality,
phosphorus, potassium, sodium, total bilirubin, total iron binding capacity, % iron
saturation, total protein, triglycerides, urea, uric acid, angiotensin converting
enzyme, BHBA, caffeine, FRAP, free fatty acids, fructosamine, glycerol, lactate,
lipase, vitamin C, urine alcohol, TAS

Spectramax Plus 384: carbonyls, UPDG

DCA 2000: hemoglobin A1C (point of care testing)

Cholestech LDX: glucose, total cholesterol, HDL cholesterol, LDL cholesterol,
triglycerides (point of care testing)

ELISA - Bio Rad Plate Reader, BIOTEK 405 LS Plate Washer. endothelin-1,
IGF-1, IGF-2, IGF-BP1, IGF-BP3, bone alkaline phosphatase, cortisol (saliva),
DHEA (saliva), progesterone (saliva), testosterone (saliva), PAI-1, ox40 ligand,
CTX, tartrate resistant acid phosphatase, PTH related peptide, SCD40L, VCAM,
E-selectin, ICAM, gastric inhibitory peptide, hepcidin, mouse insulin, soluble
transferrin receptor, SAA, FGF-21, FGF-23, osteocalcin, free testosterone

Bio Rad HPLC: epinephrine, norepinephrine

Siemens Immulite 2000: ACTH, cotinine, C-peptide, C-reactive protein (high
sensitivity), cortisol, deoxypyridinoline, DHEAs, estradiol, ferritin, folate, free T3,
free T4, FSH, growth hormone, homocysteine, insulin, LH, myoglobin,
progesterone, prolactin, PSA, PTH, SHBG, Troponin |, T uptake, T3, T4, TSH,
vitamin B12, thyroglobulin, total testosterone

IL ACL 8000: factor VII, fibrinogen, prothrombin time

Lifescan Ultra One Touch 2: glucose (point of care testing)

Luminex Labmap 100 and 200: apolipoprotein All, apolipoprotein Clli, IL-1L_,
IL-1B, IL-2, IL-4, IL-5, IL-6, IL-7, IL-8, IL-10, IL-12, IL-13, IL-15, IL-17, G-CSF,
GM-CSF, IFN-_1, MCP1, MIP-1L0 TNF-L, eotaxin, IP-10, PP, VEGF

Manual Procedures: HCG (urine or blood), occult blood, urine color, urine
appearance,

Microscopic analyses (urine). amorphous, bacteria, casts, crystals, epithelial
cells, mucus, red blood cells, white blood cells.

Perkin Elmer Wizard 2470 gamma counter (radioimmunoassay). 1,25-
dihydroxy vitamin D, 17-hydroxyprogesterone, 25-hydroxy vitamin D,
adiponectin, HMW adiponectin, aldosterone, angiotensin-1, DHEA, estrone
sulfate, glucagon, leptin, melatonin, neuropeptide-Y, PINP, PYY, renin, resistin,
reverse T3, PINP, calcitonin, calcitonin gene related peptide, CCK, CREF, total
and active ghrelin

Quintron Breath Tracker: breath hydrogen and methane gases.

Varian 240Z Atomic Absorption:. cadmium, copper, selenium

Perkin Elmer LS50B Luminometer: ORAC, enterostatin, GLP-1
BiositeTriage Meter Pro: urine drug screen, (amphetamine, barbiturate,
benzodiazepine, cocaine, methadone, methamphetamine, morphine,
phencyclidine, THC, tricyclic antidepressants)
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e Yellow Springs Instruments Glucose Analyzer: glucose (point of care testing)

Mass Spectrometry Core
The Core is directed by Jennifer Rood, Ph.D., DABCC, FACB and is divided into two
sections: Energy Expenditure/Body Composition and Metabolism

Energy Expenditure/Body Composition

This section focuses on the measurement of energy expenditure using the doubly
labeled water technique. Additionally, measurements of total body water are performed
using either deuterium or oxygen 18. This section has six Finnigan isotope ratio mass
spectrometers (a Delta S, a Delta XP, two Delta Vs and two MAT 252s). The laboratory
also has automated sample preparation devices interfaced to the mass spectrometers.
Four gas benches are used for 180 sample preparation and five H devices are used for
the sample preparation of deuterium (2H). With these instruments, we can accurately
and precisely measure the amount of heavy isotopes, such as 180 and deuterium, in
relation to the common isotopes, 160 and 1H, for the measurement of energy
expenditure in studies of obesity. The instruments are also used to measure 180 and
deuterium as measures of total body water. The Delta XP is also used for analysis of
13C in breath samples as a marker of gastric motility.

Metabolism

This section focuses on the measurement of stable isotopes that are used to examine
lipid, protein, and carbohydrate metabolism. This section has three gas
chromatograph/mass spectrometers (Agilent 6890 GC/5975 MS, Agilent 6890 GC/
5975b MS and an Agilent 7890GC/5975¢c MS). All three mass spectrometers have El
and Cl capabilities, and positive or negative ion monitoring, for measurement of any
stable isotope labeled (e.g. 2H, 15N, 13C) organic compound. This equipment is used
to examine cholesterol metabolism in studies of cardiovascular disease, and glucose,
amino acid and fatty acid metabolism in studies of obesity and diabetes.

Nutritional Epidemiology, Dietary Assessment and Counseling Core

Directed by Catherine M. Champagne, PhD, RDN, LDN, FADA, the Nutritional
Epidemiology Diet Assessment and Counseling Core serves two main needs at the
Pennington Center: 1) processing of dietary data collected via food frequency
questionnaires, 24-hour dietary recalls, or food records and 2) delivery of lifestyle
interventions which follow defined protocols via single site or multi-center trials. The
MENu Database, is overseen by Catherine Champagne. The MENu database was
donated to the Pennington Biomedical Foundation in October, 1992, by its owner and
developer, Dr. Margaret C. Moore. The Extended Table of Nutrient Values was
renamed to honor the name of its developer. The Moore Extended Nutrient Database,
now known as the MENu Database, is an appropriate reflection of one of its current
uses in analyzing menus and recipes for the PBRC metabolic kitchen, for school
lunches in Louisiana, and for multicenter feeding trials. The MENu Database was
selected for use in the National Heart, Lung and Blood Institute multi-center study of diet
and lipoproteins. When compared to analytical laboratory values obtained from an
outside Food Composition Laboratory, the MENu Database was closer to actual values
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than the three other databases used to calculate the same menus. Current data from
additional menus analyzed still indicates good agreement between values from the
MENu Database and the laboratory assays.

DIET ASSESSMENT ACTIVITIES:
The current version of Moore’'s Extended Nutrient Database (MENu) is MENu 6 (2005).
Primary datasets used are from USDA. The total count of foods and recipes contained
within the MENu food composition files comes from the following data sources:
¢ Release 26 of the USDA Nutrient Database for Standard Reference (October
2013).
¢ The Food and Nutrient Database for Dietary Studies 5.0 (March 2012) which is
used to conduct the What We Eat in America dietary portion of NHANES, 2009-
2010 ( Ahuja JKA, Montville JB, Omolewa-Tomobi G, Heendeniya KY, Martin CL,
Steinfeldt LC, Anand J, Adler ME, LaComb RP, and Moshfegh AJ. 2012. USDA
Food and Nutrient Database for Dietary Studies, 5.0. U.S. Department of
Agriculture, Agricultural Research Service, Food Surveys Research Group,
Beltsville, MD).
¢ Supplementary information from the scientific literature or other reliable food
composition tables.
o User defined foods, allowing the input of nutrient data for foods needed in menus
or recipes for which an appropriate food match cannot be found otherwise.
¢ Recipes input by users of the system at PBRC, using a unique recipe calculation
system.

Analysis of dietary intakes of individuals using the Food Diary Program. While menu
and recipe analysis is an important activity using the MENu system, several current
research protocols use the Food Diary Program. Food Diary utilizes the MENu 6 Food
Composition Files to analyze dietary intakes of individuals in research studies. Often
these are dietary records kept by participants in various trials or 24-hour recalls
collected by the nutrition staff in the Dietary Assessment Center.

Food Frequency Questionnaires. In association with most major research projects
involving collection of dietary intake data by food records, a number of studies also
include the administration of food frequency questionnaires to capture intakes over a
longer period of time. Pennington Biomedical Research Center uses the Food
Frequency Questionnaire originally developed by Drs. Gladys Block and Linda Harlan,
often referred to as the “Block FFQ". This questionnaire collects information about an
individual's eating habits over a 12-month period, however it has often been modified to
specific periods of time, e.g. over the last six months, during your pregnancy, etc.,
depending on the specific needs of the study. The FFQ contains approximately 105
items grouped by categories and is completed for both frequency of consumption as
well as portion size selections by the individual. This is a scannable questionnaire with
coding and file locations of the variables set by the DIETSYS technical support staff of
the National Cancer Institute in conjunction with National Computer Systems, Inc (NCS)
personnel. The questionnaire, upon completion, provides estimated daily intake values
for selected nutrients (kilocalories, macronutrients, and micronutrients) and provides
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information on food group servings. The original Block FFQ form was modified by
reformatting it to be printed on plain paper using a laser printer. Each printed copy of
the form contains a barcoded identifier. The steps in FFQ processing are scanning,
analyzing, importing results, and data extraction. The physical forms are translated into
electronic data, using Optical Mark Recognition (OMR) using Remark Office OMR 6 and
are saved as ASCII files (regular text files, can be opened in Notepad). Scanning only
converts the filled-in bubbles to electronic information meaning that the data is also
stored as “raw data.” An FFQ Scanning Wizard application prepares the raw data for
analysis and the DIETSYS application actually transforms the prepared raw data into
useful results. After analysis, the results must be imported into a central database for
storage and later retrieval. Each FFQ is assigned to a subject (identified by the
SubjectlD), a study (POUNDS LOST, Hart D, etc), and, optionally, a timepoint
(Baseline, Visit 1, etc.).

Reference: Block G, Thompson FE, Hartman AM, Larkin FA, Guire KE. Comparison of
two dietary questionnaires validated against multiple dietary records collected during a
1-year period. J Am Diet Assoc 1992;92:686-693.

24-Hour Dietary Recall Collection Using the USDA Automated Multiple Pass Method.
Catherine Champagne and her staff of dietary assessment personnel have been trained
by USDA in the use of the Automated Multiple Pass Method (AMPM) and have used
this in a number of trials, e.g. the POUNDS LOST Clinical Trial which was a
macronutrient based weight loss study involving PBRC and Harvard. AMPM is a
computerized method for collecting interviewer-administered 24-hour dietary recalls
either in person or by telephone. It is a research-based, multiple-pass approach
employing 5 steps designed to enhance complete and accurate food recall and reduce
respondent burden. This method is currently used in “What We Eat in America”, the
dietary interview component of the National Health and Nutrition Examination Survey,
and other research studies nationally.

Diet History Questionnaire from the National Cancer Institute. DHQ Il is the current
version of the questionnaire distributed by the NCl. PBRC has developed an online
version of this questionnaire and with the Diet*Calc software developed by NCI can
analyze files to interpret the DHQ data to provide nutrient and food group estimates.

DIETARY COUNSELING ACTIVITIES:

A number of projects at the Pennington Biomedical Research Center have involved
dietary counseling efforts. The Diabetes Prevention Project Outcomes Study (DPPOS)
is following individuals from DPP who have successfully made lifestyle changes. The
Look AHEAD trial also focused on lifestyle changes in a population of diabetic
individuals. The Weight Loss Maintenance (WLM) trial was designed to determine how
weight loss achieved in an intensive 6 month initial phase of lifestyle change sessions
was best sustained through a second phase, 30-month period of either personal contact
or internet efforts. The POUNDS LOST trial utilized four different diet treatments
varying in protein and fat to scientifically test these diets for weight loss effects.
Subjects were asked to follow structured meal plans or exchange options in order to
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adhere to the dietary targets. The research dietitians/interventionists played a key role
in working with these participants by conducting both group and individual sessions
utilizing nutrition information and behavior change messages (a landmark paper was
published in the New England Journal of Medicine February 26, 2009). Additional
projects included a lifestyle program for weight loss in cancer survivors, studies on a
variety of low-fat and higher fat Mediterranean diet regimens, and community
interventions focused on weight control and diabetes care. Current activities involve a
behavioral weight loss program in very obese individuals, which is being compared with
individuals who opt for bariatric surgery. In essence, the dietary counseling activities
have been extensive and the team of interventionists involved have a breadth of
experience in dietary interventions which include lifestyle/behavioral change. These
interventionists have received significant training in motivational interviewing and
theories of behavioral change.

Ingestive Behavior Laboratory

The Ingestive Behavior Laboratory (IBL) is under the direction of Corby K. Martin, Ph.D.,
a Licensed Clinical Psychologist in the State of Louisiana. The IBL specializes in the
assessment of energy intake and has developed and validated methodology for use in
free-living conditions and controlled laboratory settings. The IBL is able to assess
subjective ratings of appetite using Visual Analogue Scales (VAS), which complement
objective measures of food intake. VAS are commonly used to assess changes in
appetite and satiety due to feeding paradigms, pharmaceutical compounds, or
behavioral (lifestyle) interventions. The IBL also empirically evaluates the effect of
behavioral (lifestyle) and pharmacological interventions on energy intake and energy
expenditure. Finally, the IBL specializes in free-living assessment of energy
expenditure by using a variety of accelerometer devices and doubly labeled water (in
conjunction with the Mass Spectrometry Core).

The IBL includes three separate eating rooms that are each equipped with Universal
Eating Monitors (Kissileff, Klingsberg, & Van Itallie, 1980). Universal Eating Monitors
consist of a scale that is concealed in a table and connected to a computer that
automatically records the weight of food removed (eaten) from a plate on top of the
scale. Each table is covered with a tablecloth, and the participant is not acutely aware
that food intake is being monitored. Universal Eating Monitors allow analyses of
cumulative food intake throughout the course of the meal, and each of the eating rooms
includes a desktop computer that participants use to rate their subjective levels of
appetite with VAS. The Laboratory also includes a monitoring room that houses desktop
computers and closed-circuit video equipment to record food intake behavior in the
adjacent eating rooms. Lastly, the laboratory includes a taste testing area and prep
area, which allows food intake to be quantified by weighing food before and after
participants’ meals.

In addition to laboratory-based endpoints, energy intake can be measured in cafeteria-
based settings (e.g., school cafeterias, military dining facilities) using the Digital
Photography of Foods Method. The laboratory also developed and validated a
Smartphone-based approach called the Remote Food Photography Method, which
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accurately measures energy and nutrient intake in near real-time in participants’ natural
environment. The IBL has collaborated with computer programmers in San Diego, CA,
to collect Remote Food Photography Method data with a Smartphone Application,
called the Smartintake App. Smartintake collects data with very little user and
researcher burden. The application allows users to enter Price Look-Up (PLU) codes of
produce, scan barcodes on food packages, and record voice or send text descriptions
of foods images captured. These data are packaged together with the food images,
sent to IBL staff in real-time, and are used by |IBL registered dietitians to quantify energy
and nutrient intake.

BEHAVIOURIAL COUNSELING

The Ingestive Behavior Laboratory is comprised of doctoral and master’s level
behavioral psychologists and registered dietitians. The intervention team has designed
and implemented numerous lifestyle interventions that modify food intake and exercise
levels. The team has extensive experience with clinic-based (face-to-face) interventions.
The team also performs translational research and disseminates population-based
interventions that are evaluated in studies that rely on cluster randomized designs.
Moreover, they are on the cutting edge of developing and testing the efficacy of e-
Health interventions that are delivered via communication technologies (e.g., internet,
Smartphone). The laboratory and its colleagues have also developed methods to
objectively quantify adherence to dietary interventions based on observed body weight.
These methods have been used successfully in NIH trials. Finally, the laboratory has
developed screening paradigms and retention strategies to minimize attrition during
randomized controlled trials.

Psychological Assessment Laboratory

The Psychological Assessment Laboratory (PAL) is under the direction of Robert
Newton, Ph.D. The PAL is responsible for data collection and data management of
psychological and behavioral questionnaires. The PAL creates and prints paper
questionnaire packets, scans and scores completed questionnaires, manages scoring
algorithms of questionnaires, and imports data to a database. The PAL works in
conjunction with Computing Services to set up scoring algorithms and ensure the proper
upload of data.

Research Kitchen and Food Preparation

The PBRC metabolic kitchen is located on the second floor of the Clinical Research
Building No. 1 and has 2,622 SF of working space. The kitchen area is divided into four
fully-equipped individual kitchen areas, each comprising 130 SF. These individual
kitchens are ideal for simultaneously conducting various protocols. Each individual
kitchen area is equipped with a refrigerator, freezer, microwave, cook-top, , one-quart
blender, toaster, and electronic balances. There are several different models of
electronic balances to accommodate weighing demands. One kitchen area is set up as
a bake area, containing a 20-quart mixer. The 440 SF large quantity food preparation
area contains state of the art convection ovens, steam ovens and kettle, bake ovens
and cook-tops, microwave, food warmers, food chopper, slicer, food processor, one-
gallon blender, and a large capacity electronic balance. There is a tray service area, a
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the pharmacy as well as expiration dates. Accurate accounting for the dispensing of a
study drug is maintained by the pharmacist. When a drug leaves the pharmacy for
dispensing to a subject, the study coordinator is required to complete a dispensing log.
This record requires documentation of: the subject identification number, subject initials,
coordinator who dispensed, number of bottles/tablets dispensed, date dispensed and if
application the amount of drug returned. When study medication is ready for
distribution, it will be transported by the pharmacist to the locked pharmacy storage area
on the ground floor of Clinic Building 1.

The pharmacy can compound non-sterile products into different dosage forms including
capsules, liquids and nasal sprays. The pharmacy is equipped with a clean room where
sterile compounds can be prepared.



